V 


^ MOV 2 62003 

TWb report is required by law (7 USC 2143). Failure to report according to the regulations can See attached form for 

result in an order to cease and desist and to be subject to penalties as provided far in Section 21! additional inforrmtion. 


Interagency Report ContoLNo.: 


UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

1. CERTIFICATE NUMBER: "(4-^-0009 

CUSTOMER NUMBER: 463 

hhi 

ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT). 

U.S.DA./Human Nutrition Res. Ctr. At Tufts U 

711 Washington Street 

Boston, MA 02111 


Telephone: (617) -556-3200 



3. REPORTING FACILITY ( List all locations vrfiere animals were housed or used in actual research, testing, or experimentation, or held for these purposes. Attach additional sheets if necessary ) 


FACILITY LOCATIONS ( Sites ) - See Alached Listing 


| REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY I Attach additional sheets if necessary or use APHIS Form 7023A 1 


A. 

Animals Covered 

By The Animal 
Welfare Regulation* 

B. Number of 
animals being 
bred, conditioned, 
or held for use in 
teaming, testing, 
experiments, 
research, or 
surgery but not ye 
used for such 
purposes. 

C. Number of 
animats upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no pain, 
distress, or use 01 
pain-relieving 

D. Number of animats upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals an 
for which appropriate 
anesthetic, analgesic, or 
trenqullizing drugs were 
used. 

E. Number of animals upon which teaching, experiments, 
research, surgery or tests were conducted involving 
accompanying pain or distress to the animals and for wh 
the use of appropriate anesthetic, analgesic, or tranquilix 
dnrtp would have adversely affected the procedures, 
results, or interpretation of the teaching, research, 
experiments, surpery, or tests. ( An explanation of the 
procedures producing pain or distress in these animals a 
the reasons such drugs were not used rrusl be attached 
this report). 

F. 

TOTAL NUMBER 
- OF ANIMALS 

(COLUMNS 

C+D+E) 

4. Dogs 






5. Cats 






6. Guinea Pigs 






7. Hamsters 


37 

492 


529 

B. Rabbits 



2 


2 

9. Non-human Primates 






10. Sheep 






11. Pigs 






12. Other Farm Animals 












13. Other Animals 






Mice 

3,363 

3,199 

IWB—J 

279 

4,957 

Rats 

662 

183 

mmmm 


581 

Ferrets 


70 

121 


191 


ASSURANCE STATEMENTS 


1) Professionally acceptable standards governing the cere, treatment and use of aniroeto, Including appropriate use of mstede, anaioetic, vidtnriquiRzing drugs, prior to, during, and following actual res* 
t— ching. testing, surgery, orexperimsotetion were followed by this res earch facility. 

2) Each principal Investigator has considered alternatives to painful pnooedures. 

3) This facility Is adhering to the standards aid regulations under the Art, end It has retired diet exceptions to the stand a r ds and reqMladons be spedfled snd explain e d by Bte prtndpal inv es t ig ator end 
Institutional Animal Care and Usa Committee (IACUC). A summary of all such exception* (t attached to this annual report In addition to identifying (he lACUC-spprovsd exoeptto na, this sunmary n 
brief explanation of the moaptlons, as wall as the spades and numbar of animats effected. 

4) The attending veterinarian for this res ea rc h facility has appropriate authority to ensure the provision of adequate veterinary care end to ovsreee the adequacy q< other aspects of *dmit care id use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
( Chief ExBcuttva Officer or Legally Responsible Institutional Official ) 


NAME & TITLE OF C.E.O.'OR INSTnUTtONAL OFFICIAL ( Tim® or Print > 


I DATE SIGNED 

n-io-o 


APHIS FORMToIB 
(AUG 91 ) 


Q 


(Replaces VS FORM 18-13 (OCT 88), which is obsolete.) 







































Jean Mayer 

United States Department of Agriculture 
Human Nutrition Research Center on Aging 
At Tufts University 


£ 0-17 


Nutritional Immunology Laboratory 


October 15, 2001 


To: 

Animal Care and Use Committee, HNRCA 
From: £ jvJ'YvO' — - 

Re: Category E animals in Amendment to Protocol MS-3 1 

The major limiting factor in conducting our study is the large number of 
animals needed to collect sufficient number of macrophages for our experiments. 

This inherent difficulty can be overcome by intraperitoneal injection of 
thioglycollate (TG) which elicits recruitment of macrophages to peritoneal 
cavity. TG is a widely used stimulatory agent which induces non-infectious 
acute peritoneal inflammation in mice and rats. Administration of TG has 
been shown to increase the total number of macrophages up to four-fold, which will 
reduce the number of animals necessary for addressing our specific aims. 

A number of recent studies have successfully demonstrated that TG-elicited 
macrophages can be used in the study of some gene expression and signal transduction. 
However, the feasibility of using TG-elicited macrophages to study COX-2 gene 
expression is not known. 

To test this, we need to inject TG intraperitoneally to mice three days before they 
are euthanized by CO; asphyxiation for macrophage collection. Peritoneal injection will 
cause discomfort and moderate pain in mice, which unfortunately can not be alleviated. 
Thus we have classified the animals under category E. 


711 Washington Street 
Boston, Massachusetts 02111 
FAX: (617) 556-3344 



To: Animal Care and Use Committee 


From: PI of YVA-1 Protocol 

RE: Justification of Category E in WA-l Protocol: Effects of Combined Chemopreventive 
Agents (9-cis retinoic acid, ceiecoxib, and l,25(OH), vitamin D 3 ) Against NNK-induced 
Lung Carcinogenesis in AJ Mice 


Protocol WA-l will include USDA Category E research in which some experimental 
animal groups will experience pain and/or distress without alleviation. This letter will verify a 
lack of alternative methods and assure the committee that the proposed research does not 
unnecessarily duplicate previous experiments. 

We propose to conduct an in vivo intervention study to investigate the effectiveness of 9- 
cis retinoic acid, l,25(OH): vitamin D3, and a COX-2 inhibitor drug alone and in combination as 
anti-carcinogenic agents in the AJ mouse model of lung cancer. Lung tumors in strain A/J mice 
resemble human lung adenocarcinoma and have become the preferred test system to study this 
form of cancer. The target of chemoprevention is premalignant lung disease, making animal 
models essential for evaluating the efficacy of compounds and interactions in the suppression of 
tumor progression. Because symptoms rarely occur in the early stages of human lung cancer and 
many of these early cancers go undiagnosed, mice genetically predisposed to this form of cancer 
allow us to study lung cancer chemoprevention over the course of months and with fewer 
animals than similar studies with human subjects. The induction of lung tumors in AJ mice 
progresses through several distinct stages similar to the stages of human lung cancer. In both 
mice and humans, adenocarcinomas progress to adenomas and ultimately carcinomas. Further, 
tumor initiation by a tobacco-derived carcinogen. 4-(methylnitrosamino)-l-(3-pyridyl)-l- 
butanone (NNK), in AJ mice is characterized by premalignant legions containing a gene 
alteration that is also present in some human cancers. This makes the AJ mouse an ideal model in 
which to study lung cancer chemopreventative agents that may be of benefit to the human 
population. Although we cannot alleviate tumor formation in the NNK-injected control group, 
the treatment group using combined chemopreventive agents should alleviate tumor 
formation/distress/animal pain. 

While mechanistic hypotheses and data from cellular studies suggest that combinations of 
vitamins and anti-inflammatory drugs may be effective in lung cancer chemoprevention, there is 
a clear lack of in vivo work in this area. This will be the first study to examine vitamin A and 
vitamin D interactions in an animal model of lung cancer and the first study to combine these 
vitamins with a COX-2 inhibitor to examine synergistic effects. If successful, this study could 
lead to new approaches in cancer chemoprevention, utilizing combinations of chemopreventive 
vitamins and drugs in smaller and less toxic doses, thereby avoiding the side effects commonly 
seen in early clinical trials testing single agents. This research cannot be done using cell models 
as results cannot be applied to in vivo rumorigenesis. 


TO: The HNRC Animal Care and Use Committee 

FROM: NEPS Laboratory 

RE: Justification of Category E m protocol RO-17, “Roles of TNF and 

interleukin- 1 in stress-induced cachexia: Effects of age in transgenic 
mice” 


Our protocol RO-17 addresses the question of whether the cytokines involved in cachexia 
are the same as sarcopenia (namely TNF, IL-1 , and IL-6). This line of research pertains 
to the mission of the NEPS laboratory, ie, the understanding and alleviation of 
physiological or pathological processes leading to sarcopenia, wasting and cachexia. 

In RO- 1 7, turpentine will be delivered subcutaneously in one of the hind limbs of wild 
type and IGF-I transgenic mice. Unfortunately, turpentine injection, although not lethal, 
results in a sterile abscess that cause pain. This pain is comparable to that felt by humans 
with a thigh abscess. We anticipate the abscess to be maximal 16 days after injection, 
and to gradually shrink thereafter. Unfortunately, the pain will not be alleviated by pain 
killers, as these drugs may induce changes in the levels of muscle cytokines, one of the 
major endpoints of this study. Because sub-clinical inflammation is a recognized feature 
of human aging, the proposed experiments are germane to the issue of age-related 
changes in protein catabolism, inflammation, and immune responses. 



November 10, 2003 


Jean Mayer 

United States Department of Agriculture 
Human Nutrition Research Center on Aging 
At Tufts University 


NOV 2 6 2003 


Elizabeth Goldentyer, D.V.M. 

Regional Director - Animal Care 
APHIS, Eastern Regional Office 
920 Main Campus Drive, Suite 200 
Raleigh, NC 27606-5213 

Reference: USDA Annual Report (Registration No.: 14-F-0009) 

Dear Dr. Goldentyer: 

The enclosed documents represent the U.S.D.A. Human Nutrition Research Center on Aging at 
Tufts University’s (HNRCA) “Annual Report of Research Facilities'’ for the Federal fiscal year, 
October 1 , 2002 through September 30, 2003. Aspects of this report that require comment are: 

1 ) Animals reported under Category E: 

a) Mild non-infectious peritoneal inflammation was induced in sixty-one (61) mice by the 
intraperitoneal injection of thioglycollate to increase the total number of peritoneal 
macrophages available (which reduced the number of animals used) for peritoneal 
macrophage harvest. The letter of justification for category E research was submitted with 
the IACUC animal protocol and is attached. 

b) Lung tumors were induced in one hundred one (101) mice to examine the combined 
synergistic effects of vitamin A, vitamin D and COX-2 inhibitors to evaluate their role in lung 
cancer chemoprevention. The letter of justification for category E research was submitted 
with the IACUC animal protocol and is attached. 

c) Sarcopenia was induced in one hundred fifteen (115) mice by the subcutaneous 
injection of sterile turpentine into the hind limbs of the mice to evaluate if the cytokines 
involved in cachexia are the same as those of sarcopenia (namely TNF, IL-1 and IL-6) in 
an effort to understand and potentially alleviate the physiological or pathological processes 
leading to sarcopenia, wasting and cachexia. The letter of justification for category E 
research was submitted with the IACUC animal protocol and is attached. 

ShoulefVou have anv odestions reaardina the reoort, please do not hesitate to contact me. 


711 Washington Street 
Boston, Massachusetts 02111 
FAX; (617) 556-3344 


' j* '‘equined by law {? USC 21 43) rafiure to report according to (he regulations can 

re5UiI ,n an 0rder t° c«*st and desist and to bs auoject lo penalties as provided (or in Stclion 21 i. addition 

|i RSS!5?RJmON WOT^ 


UN1750 STATES DEPARTMENT OR AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


ANNUAL REPORT OF RESEARCH FACILITY 
(TYPE OR PRINT) 


84-F-0001 


jQ T\ I? 

T' r THQ(A f-pb U 


FORM approved 
OM8 NO. CSTS-0030 


2_ HEADQUARTERS RESEARCH FACILITY (Nam* and Addr***, rs registered with U5DA 
jnciud* 2ip Cade) 

USDA, APHIS , WS , NWRC 
4101 LAPORTE AVE. 

FT. COLLINS, CO 80521 


l - ^^‘ORTlNG FAC1UTV (List Nl locations where animal* wen housed or used in actus I research, testing. teaching. or experimeruaUonepr held for these purposes. Anach additional 
shoe?* if necessary.) 9 


lattonepr held for these 

r„. 


rACIUTVLOCATOHS (5h«e) 


IJTmUMTi 






} REPORT P. e ANIMALS USED BV OR UNDER CONTROL QFRESEARCH FACtUTV^ABsch additional attests If necessary or use ARHtS FORM 7Q3SA) 


A. 

Animat? Covered 

By The Anima 

Welfare Regulations 

3-Number of 
animals being 
hr-od. 

condition «d, or 
bekJ for use in 
teaching, taxiing, 
experiment*, 

research. or 
aurpary but not 
yet used for such 

| C- Number of 
animate upon 
which leashing, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress. a 

retievirtg drug*. 

D. Number of animals- upon 
which experiments, 
teaching, d-, 

nJigery, or lest* were 
conducted ifivotving 
acoompanyino pain or 
dr at r*« to the animate 
and for which appropriate 
anesthetic. analgesic. or 
tranqultaing drugs were 
used 

i t, NianbV of animals upon which leaching 

experiments, research, surpery. or tests were 

1 conducted involving accompanying pain or distress 

to ©>* animate and lorvrhieh the use of appropriate 
anesthetic, analgesic, or trsnQuilizino drugs would 
have adversely affected Ihe procedures, results, or 
■Hsrpretaiion of The teaching, research, 
experiments. Surgery, or lest*, fen •spbralbn of ■ 
the potadurM prattueinQ pmin or dtefror* in Those 
aranals and fha reasons such drugs «er» nor used 
must ba anashed lo Ova report) 

f. 

TOTAL.NO 

ANIMALS 

(Cal*. O * 

D-E) 

4. Docs 






5. Cats 






6. Guinea Pips 






7. Hamsters 


1 



8. Rabbits 

24 

34 

0 

_0 

34 

9. Non-human Primates 






10. Sheep 






11- Pigs 






12. Other Farm Animals 






Goats 

21 

23 

0 

_0 

23 

13 Other Animals 






Coyotes 

28 

77 

16 

35 

1 28 

Norway Rats 

0 

7 

0 

0 ■ 

7 

Deer Mice 

1 8 

24 

0 

0 1 

24 


I ASSURANCE STATEMENTS 


1) Prote*»on*J(yeccepi*We rtanoaro* governing the care, treatment, and uae of animal* inducing appropriate ua« of anesthetic, analgesic. and tranquRfcing drugs, prior to, Owrinfl 

and loLcwing actual research, leaching, testing, surgery, or eScparimamaCon were followed by this research facility 

2) Each principal investigator has eunaktered alternative* to painful procedure*. 

3) This f»e*ty « adhering io the slanderds and regulation* under, the Act, and il ha* reoured that exception* to the standard* and reputations ba specified and explained by lhe 
principal investigator and approved by the institutional Animal Care and Use Committee (1ACUC). A summary of all such exception* ia artaehed te lh«a annual report. In 
addition to identifying the lACUC»epprpv*d exception*, this summitry induce* a biiaf explanation pf the exceptions, a* well a* the species and number of animals affected. 


CERTIFICATION SV HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional Official) 

1 ctrlify lh»t jhe *bov* is true, cornel, and cempieie (7 U.S.C. Stefion 2143). 

SIGNATURE OF CEQ OR INSTITUTIONAL OFFICIAL 

MAMS & TTLS OF CSO OR INSTITUTIONAL OFFICIAL. fType or Print} 

DATE SIGNED 


NOV - 4 




Se: reverse side for 
iritflHonal information 


interagency Report Control No 
0'80 *DOA-an 


i nis reports required by law (7 USC 2“ 43) Failure to report 2 ccorolnj to f rve regulations can 
result in an order to cease and desist and to be subject lo penalties as provided for in Section j2150 



1) Profession* ftyacceptable standards governing the care, treatment, end use of animals ineJudinp appropriate use of anesthetic. analgesic, *n<S tranouiRzing drupe, prior 10. during 
and fo&pvang actual research, leeching, testing, surgery, or experimemation were followed by this research faoflty. 


2) each principal investigator has considered alternatives to painful procedure*. 

3) This fac*Ty »s adhering to the standards end regulations under the Ad. end H has repaired lhal exceptions to the Kandards and regulations be specified end explained by the 
principal investigator end approved by the Irafrtu (tonal Animal Cere end Use Committ** (JACUC). A summary of all such ex caption a is attached lo This annuel rapor^in 
addition lo identifying the lACUC*approved exceptions, ttxs summary includes a brief explanation of the exceptions, at w »l' as the species end number Of animals affected. 



(AUG 91) 


NOV -4 2004 






































Column E Explanation 


1.. Registration Number: 

2. Number of animals used in this study: 35 

3. Species (common name) of animals used in study: Canis latrans (coyote) 

4. Explain procedure producing pain and/or distress: 

Animals were fed or gavaged with suspensions containing mixtures of caffeine and 
theobromine to evaluate the potential of these substances as selective predacides. 

Dose vs. Response (percent mortality) curves for three mixtures (13:1 (theo:caf), 5:1 
(theo:caf), 100% theo) are being constructed from the toxicity testing data. 

5. Provide justification why pain or distress could not be relieved. State method or 
means used to determine that pain and/or distress relief would interfere with test results. 


QA-1064 “Development of a Natural, Safe and Effective Plant Based Predator Toxicant" 
was designed to evaluate the potential of methylxanthines (theobromine, caffeine) as a 
selective predator toxicant. With experimental toxicants, it is difficult to predict pain or 
distress experienced by the animals dosed. Administration of other substances 
(analgesics, etc.) prior to symptoms of intoxication might confound the pharmacological 
action of the methyxanthine test substances and lead to erroneous conclusions and 
ideally would be avoided until necessary. Although listed as a Category E study, the 
protocol permitted the attending veterinarian to administer analgesics, anesthetics 
and/or euthanasia in instances where the animals were determined to be in pain or 
distress. 

6. What, if any federal regulations require this procedure? 

Agency: none CFR: none 



Column E explanation for QA 1118 


Registration Number: 84-F-0001 

Number of animals used: 5 

Species (common name): Mountain Beaver 

Several attempts have been made to reduce damage by decreasing mountain beaver ( Aplodontia 
ru f a ) populations through the use of conibear-traps. This type of lethal control is becoming politically less 
popular, as indicated by the passage of Initiative 713 in 2000 (RCW 77.15 section 3) which banned the 
use of all body gripping traps in the state of Washington. Therefore, alternative tools to conibear traps for 
reducing mountain beaver populations may be desirable. At present there are no toxicant registered for 
use to control mountain beaver. A previous study (QA- 885) showed that chlorophacinone was the only 
underground bait that was 1 00% effective and readily consumed by mountain beaver. LiphaTech 
currently holds a chlorophacinone label in the form of paraffinized pellets. These pellets are delivered in 
bags to prevent weather damage. Another recent study (QA 1072) conducted in the Olympia Field 
Station habitat pens, showed that mountain beaver cached bags. Using LiphaTech’s delivery system 
might reduce primary hazards as mountain beaver can cache baits inside their nests. 

Ten mountain beaver served as subjects. Animals were given a minimum of 2-4 weeks to adapt 
to pen and burrow system. After adaptation period was over, the bait was placed in a trash can (76 1) in 
each of the pens. Each container has a 10cm diameter hole at the bottom to allow access and to mimic the 
rodent’s natural burrow system. Five of the animals received a 12 oz bag of 0.005% chlorophacinone, 
while the other 5 animals were used as control and given no bait only bags with plain oats. Bait 
formulation for each treatment was presented as paraffinized pellets. The status of animals was 
monitored at 2-hour intervals for the first 6 hours, then again every 24 hour for the next 28 days. As 
administering sedatives or analgesics could affect the toxicity of the chlorophacinone baits, no drugs were 
administered until acute toxicity was imminent. Animals were frequently monitored to minimize any 
potential suffering until the completion of the study. Any animal that demonstrated severe symptoms 
(e.g., convulsions, comatose) of poisoning were euthanatized immediately. 

This is a preliminary study to determine if the LiphaTech product might be applicable to a field 
application. EPA regulations require that for final registration of a product that 70% efficacy with death 
as an end point be demonstrated. Since this data will support registration we therefore followed EPA 
regulations with a few modifications to account for a different species < Standard rat 

anticoagulant place pack dry bait laboratory methods, Guideline #1 .217). 


October 25, 2004 

NWRC, FY 2004 
Aphis Form 7023, attch #1 


Locations where animals in this report were used and/or housed: 

USDA, APHIS, WS, NWRC 
4101 LaPorte Avenue 
Fort Collins, CO 80521 

USDA, APHIS, WS, NWRC 
Olympia Field Station 
9730-B Lathrop Industrial Drive SW 
Olympia, WA 98512 

USDA, APHIS, WS, NWRC 
Logan Field Station 
4200 S 600 E 
Cache County Road 
Millville, UT 84326 

USDA, APHIS, WS, NWRC 
Hawaii Field Station 
PO Box 10880 
Hilo, HI 96721 




APHIS 


United States Department of Agriculture 
Animal and Plant Health Inspection Service 


NOV 


_.,j4 


Safeguarding American Agriculture 


* ' et)u : ,ea b * ,aw < 7 use 2143) Failure l0 ,ep„„ acceding to Ihe reoulali^a'll A 
,0I - U " a " u,dw 10 rMW ««* "«*. «"rt tn he subject 10 penally as p.ouid«( to”! S^itoll 2151 


0 iWQ 


See reverse side tor 


inter ageircy Repoit cS mimlW 


ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 

1. registration no. 

82-V-001 

FORM APPROVED 

OMB NO 0579-0036 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA, 
include Zip Code) 

Department of Veterans Affairs 

VACO 

810 Vermont Avenue NW 

Washington, DC 20420 

sheets it'nece^ary 1 ^ ** ^ ,oca, *ons where animals were housed or used in actual research, testing, teaching, or experimentation, or held lor these purposes. Attach additional 


FACILITY LOCATIONS (Sites) 


531 V A Medical Center 
500 West Fort Street 
Boise, ID 83702 


| REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach m ilMmul sfi^fT 1 / necessary or use APHIS FORM Z023A) 


A. 

Animals Covered 

By The Animal 

Welfare Regulations 

B. Number of 
animals being 
bred. 

conditioned, or 
held lor use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used tor such 
purposes. 

C Number of 
animals upon 
which leaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use ol pain- 
relieving drugs. 

D Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animats 
and for which appropriate 
anesiheiic. analgesic, or 
IranqujlJzing drugs were 
used 

EL Number of animals upon which leaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and lot which the use ot appropriate 
anesthetic, analgesic, or tranquitizing drugs would 
have adversely alfecled the procedures, results, or 
interpretation of ihe teaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures producing pain or distress in these 
animats and the reasons such drugs were not used 
must be attached to this report) 

F. 

total no 

OF ANIMALS 

(Cols. C * 

D + B) 

4. DOQS 






5. Cats 






6. Guinea Pios 





h- — 

7. Hamsters 




— ' — 


H Rahbits 





■ — — 

9. Non-human Primates 



" 



10 . Sheep 


WTfBI 

1 11 



1 1 . Pios 





jr g 

1 2. Other Farm Animals 













13. Other Animals 

























| ASSURANCE STATEMENTS 


I ) Professionally acceptable standards governing Ihe care. ir«aim*r»i t awl i*sn ol animals, including approbate use ol anesthetic, analgesic, and tranquilumg drugs, prior to, during, 
arid following actual research, leaching, testing, surgery, or experimentation Were followed by this research facility 


2) Each pruictpat investigator has considered alternatives to paioiui procedures 

3) . This Utility is adhering to Ihe standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specitied and explained by the 

principal investigator and approved by the Institutional Animal Care and Use Committee (IACUC) A summary ol all such exceptions is attached to this annual report. In 
addition to identifying the IACUC approved exceptions, this summary includes a brie I explanation of the exceptions, as well as the species and number ol animals alfecled 

4) The attending veterinarian tor this research facility has appropriate authority lo ensure the provision ol adequate veterinary care and to overseo the adequacy ol other aspects of 
animal care and use. 


CERTIFICATION BY UEAOqiJAKTES RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional Official) 

I curtiiy that the above is true, correct, and complete (7 U S C Section 2143) 



10/27/03 


APHIS FORM 7023 

(AUG SI) 


(Replaces VS FORM 18-23 (OCT 88). which is obsolete ) 


PABT 1 _ WPArVTI IABTFBR 


















This report is required by lew (7 USC 2143) Failure lo report 'according to the regulations' ^ ^ / 2004 

result in on order to cease and desist and to be subject lo pertol.ies Js pr0vi[)ed , Qr Se C „ 0 „ 2,50 a^r,"na“n^ma,'on. 

UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE \ 


interagency Repbn Control No 
01 80-DOA-AN 


FORM APPROVED 
OMB NO. 0579-0036 


2- HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA, 
include Zip Code ) 

ANNUAL REPORT OF research FACILITY Department cf Veterans Affairs 

(TYPE OR PRINT) VACO 

010 Vermont Avenue NW 
Washington, DC £0420 


3 shee?”^ necessary ) * US ' 3,1 locations where ammats housed or used in aclual research, testing. teaching, or experimentation, or held lor these purposes. Attach additional 


FACILITY LOCATIONS (Sites) 



REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach aihiii/iooa/ sheets H tteces&arv 


B. Number ol 
animals being 

Animate Covered bred. 

By The Animal conditioned, or 

Welfare Regulations held tor use in 


9 APHIS FOAM 7023A ) 


leaching, testing, 
experiments, 
research, or 
surgery but not 
yet used lor such 
purposes. 


C Number ol 
animals upon 
which teaching, 
research, 
experiments, or 

lests were 
conducted 
involving no 
pain, distress, or 
use ol pain- 
relieving drugs. 


D Number ol animals upon) 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
disiress lo the animals 
and lor which appropriate 
anesthetic, analgesic, or 
tranqullizing drugs were 
used 


E. Number ol animals upon which leaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals aftd for which the use of appropriate 
anesthetic, analgesic, or tranqullizing drugs would 
have adversely affected the procedures, results, or 
ini erpr elation ot the teaching, research, 
experiments, surgery, or tests. (An explanation o( 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report) 


TOTAL NO. ■ 
OF ANIMALS 


(Cols. C + 
D ♦ E) 



ASSURANCE STATEMENTS 


1) Professionally acceptable standards governing the care, trealment, and use of animals, including approbate use ol anesthetic, analgesic, and tranquilizing drugs, prior to, during, 
and following aclual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) . Each principal investigator has considered alternatives to painful procedures. 

3) . This lacility is adhering to the standards and regulations under the Act. and it has required that exceptions to the siandards and regulations be specified and explained by the 

principal investigator and approved by the Institutional Animal Care and Use Committee (IACUC) A summary of all such exceptions is attached to this annual report. In 
addition to identifying the lACUC-approved exceptions, this summary includes a brief explanation ot \he exceptions, as well as the species and number ol animals affected. 

4) The attending veterinarian tor this research facility has appropriate authority lo ensure the provision ol adequate veterinary care and to oversee the adequacy of other aspecis ot 
animal care and use. 
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Investigator: 

Protocol#: QLS-0014B 
Justification of Category E Animals 

The category E rabbits were injected with anthracydines chronically and they 
may develop congestive heart failure over a 10-week period. Use of anxiolytic 
agents or stress reducing drugs such as barbiturates or benzodiazepenes may 
induce or inhibit microsomal liver metabolism or displace anthracydines from 
plasma protein stores thereby altering the pharmacokinetics of anthracydines. 
Such an effect may interfere with the experimental outcome. The drugs may 
have direct effects on the proteins of the heart being studied and interfere with 
the results of the study • 


ftdrUti MO 


This repori is required by law (7 USC 2143). Failure lo report according lo the regula lions can 
result iiian order lo Cease and desist and lo be subject to penalties as provided for In Section 2150 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

/I K 


See reverse side tor Interagency Report Cqrflrol No 

additional information, jM£0*DO A ' A N 


FORM APPROVED 
OMB NO. 0579-0036 


2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with US DA. 
include Zip Code) .... 

Department of Veterans Affairs , _ ... 

vaco ^ 

810 Vermont Avenue^NW j AM S 

■ „C -'-T--' • ' - 42.2- ~ /fcroCfecZS 


3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, lestmg, leaching, or experimentation, or held lor these purposes. Attach additional 
necessary.) ^ ^ ^ 


FACILITY LOCATIONS (Sites) A-C. 

~53l VA 'f sdical Center ' I 7 ^ c - 


ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 



REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach adiditionat sheets H necessary or use APHIS FORM 7023A.) 


Animals Covered 
By The Animat 
Welfare Regulations 


B. Number of 
animals being 
bred. 

conditioned, or 
held lor use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used tor such 
purposes. 


C Number ol 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 


D. Number ol animals upon 
which experiments, 
leaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and lor which appropriate 
anesthetic, analgesic, or 
Iranquilizing drugs were 
used. 


E. Number ol animals upon which leaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and tor which the use ol appropriate 
anesthetic, analgesic, or iranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were no/ used 
must be attached to this report). 


6. Guinea Pigs 


7. Hamsters 


9. Non-human Primates 


TOTAL NO. 
OF ANIMALS 


(Cols. C + 
D + E) 



ASSURANCE STATEMENTS 


1) Professionally acceptable standards governing the care, treatment, and use oi animals, including approriate use ol anesthetic, analgesic, and tranquilizing drugs, prior to, during, 
and following actual research, teaching, lesting, surgery, or experimentation were followed by Ihis research facility. 

2) . Each principal invest igalor has considered alternatives lo pamlul procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (1ACUC). A summary of all such exceptions is attached to this annual report. In 
addition to identifying the lACUC-approved exceptions, this summary includes a briel explanation of the exceptions, as well as the species and number ol animals affected. 

4) The attending veterinarian lor Ihis research lacilily has oppiopriaie authority to ensure the provision of adequate veterinary care and to oversee the adequacy ol other aspects ol 
animal care and use. 


CERTIFICATION BY IIEADQU A RTFS RESEARCH FACILITY OFFICIAL 
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I certify lhat the above is true, correct, and complete (7 U S.C Section 2143) ^ — vf C\AJ t 
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Investigator: 

Protocol #: QLS-0014B 
Justification of Category E Animals 

The category E rabbits were injected with anthracyclines chronically and they 
may develop congestive heart failure over a 10-week period. Use of anxiolytic 
agents or stress reducing drugs such as barbiturates or benzodiazepenes may 
induce or inhibit microsomal liver metabolism or displace anthracyclines from, 
plasma protein stores thereby altering the pharmacokinetics of anthracyclines. 
Such an effect may interfere with the experimental outcome. The drugs may 
have direct effects on the proteins of the heart being studied and interfere with 
the results of the study ■ 


Additional information requested for Block E of APHIS Form 7023, dated February 3, 2005 


The rabbit involved in this study was injected with anthracyclines or their analogs twice a 
week for eight weeks. Heart function was assessed by echocardiography.The rabbit was 
euthanized when fractional shortening was reduced to less than 25% or twenty weeks 
after the first anthracycline injection. The heart was then removed for further study. 
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(* / ANNUAL REPORT OF RESEARCH FACILITY 

/ ( TYPE OR PRINT) 


f. REGISTRATION NO. 

93-V-0Q7 


FORM APPROVED 
0MB NO 0579-0036 


2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA. 
include Zp Code ) 

Department of Veterans Affairs 
810 Vermont Ave, N.W. 

Washington, DC 20420 


VJ 


3 shrehfd'n^essary 1 ) 1 ^ * LlSl *** tocalions wtle,e animals were housed or used in actual research, testing, teaching, or experimentation, or held tor these purposes Attach additional 


FACILITY LOC ATIONS (Sites) 

//600 - VA Long Beach Healthcare System 

5901 E 7th Street 

Long Beach, CA 90822 


| REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach adiditmnat sheets it necessary or use APHIS FORM 70234. > 


A. 

Animals Covered 

By The Animal 

Welfare Regulations 

B. Number ot 
animals being 
bred, 

conditioned, or 
held for use »n 
leaching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 

C Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tesl3 were 
conducted 
involving no 
pain, distress, or 
use ot pain- 
relieving drugs 

0 Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used 

E. Number of animals upon which leaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic, analgesic, or tranquihzing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, 
experiments, surgery, or tests- (An explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report- 

F. 

TOTAL NO 

OF ANIMALS 

(Cols. C + 

D + E) 

4. Doqs 






5. Cats 






6. Guinea Pias 






7. Hamsters 






8. Rabbits 



94 


94 

9. Non-human Primates 






10. Sheep 






11. Pias 






12. Other Farm Animals 












13. Other Animals 






Rats 

62 

688 

927 

552 

2229 

Mice 

27 

468 

24 

11 

530 








| ASSURANCE STATEMENTS ^ ^ i^— 


1) Professionally acceptable standards governing the care, treatment, and use of animals, including approbate use ol anesthetic, analgesic, and tranquili^ing drugs, prior to, during, 
and following actual research, teaching, testing, surgery, or experimentation were tollowed by this research facility 


2 ) . Each principal investigator has considered alternatives to painful procedures. 

3) . This facility is adhering lo the standards and regulations under the Act, and it has required 1 hat exceptions to the standards and regulations be specified and explained by the 

principal investigator and approved by the Institutional Animal Care and Use Committee flACUC) A summary of afl such exceptions is attached to this annual report, in 
addition to identifying the IACUC- approved exceptions, this summary includes <i brief explanation of the exceptions, as well as the species and number of animals affected 


4) the attending veterinarian tor this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy ol other aspects ol 
animal care and use 


CKKTIFICATION BY IIKAIIQUARTES RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer 

I certify that the above ii 


SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL 



(Replaces VS FORM 18-23 (OCT 88). which is obsolete ) 


APHIS FORM 7023 
(AUG 91) 


PART 1 _ UCAfVM IADTCOC 



Explanation of Category E: 
Rabbits 


PI: Haake 

Protocols: 0011-178 
04044-02 

Number of animals under Category E: 28 

Procedures involving rabbits fall into Category E because of immunization with adjuvant, 
which is required for adequate B cell production. Rabbits are sedated with acepromazine 
0.25-0.5 mg/kg SC or IM given 10-15 minutes prior to immunization. 

PI: Ohning 
Protocol: 01002-03 

Number of animals under Category E: 4 

The reason that procedures involving rabbits fall into category E is because of 
immunization with adjuvant, which is required for an adequate antibody response. 

Rabbits are sedated with acepromazine 0.25-0.5 mg/kg SC or IM given 10-15 minutes 
prior to immunization. 

Rats 


PI: Mayer 

Protocols: 99064-04 (VA project # 0041) 

11091-02 (VA project # 0055) 

Number of animals under Category E: 443 

The rats listed under USDA Category E were subjected to Water Avoidance stress and 
Colorectal Distension as described in protocols entitled “ Modulation of the Pain 
Response to Repetitive Colorectal Distention ” (VA project # 0041), “ Influence of 
choronic water avoidance stress on visceral sensitivity in rats ” (VA project # 0055). 

Water Avoidance causes no harm to the animals, but does cause them discomfort 
(psychological stress), which is a necessary part of the protocol. Colorectal distension 
does cause brief pain, however the stimulus is of a very short duration (20 seconds) and is 
also used in humans. This response cannot be elicited in anesthetized animals. Because 
the investigator is studying the analgesic effect of different drugs, the use of other 
analgesics would confound the results and interpretation of the study. None of the rats 
used during this time interval exhibited signs of excessive or prolonged pain (agitation, 
vocalization or bleeding during or following testing), which would have necessitated 
immediate euthanasia. 

PI: Sattin/Pekary 

Number of animals under Category E: 25 

25 rats were categorized under Category E for the VA merit review study because the 
forced swim test is considered psychologically painful. These rats cannot be anesthetized 
because they would drown during the forced swim test. 



PI: Tache 
Protocol: 06069-02 

Number of animals under Category E: 30 

A colorectal distention model is used in rats. The study addresses the role of stress and 
CRF in the genesis and/or maintenance of lower gut motor function alteration and 
visceral hypersensitivity/pain symptoms. The distention process is unavoidable because 
the visceral pain response to distention needs to be compared to the response observed 
after the test substance administration. Because anesthesia will block the abdominal 
contraction response to distention and because the effect of potential analgesics is 
studied, the use of anesthesia or other analgesics will confound the data and their 
interpretation. Thus the pain response to colorectal distention is studied without prior 
analgesia. 

PI: Wasterlain 
VA Merit Review # 9711-041 
NIH/UCLA grant # 12105-02 
Number of animals under Category E: 423 

The rats were placed in Category E because they undergo a period of seizures which are 
not treated during that time. While humans who have had similar seizures do not report 
pain there may be some distress. The rats are not treated during the seizure period 
because it is the mechanism of brain damage due to untreated seizures which is being 
studied in order to develop better treatment. 


PI: Yang 

VA protocol# 06068-02, 

UCLA ARC # 2002-032-02 

Number of animals under Category E: 10 

The rats were used to study the effect of energy deficiency on brain neuronal activation. 
The rats were fasted for 48 hours and then were euthanized. 


Mice 

PI: Haake 

Protocol #: 04044-02 

Number of animals under Category E: 24 

Procedures involving 24 mice fall into Category E because of immunization with 
adjuvant, which is required for adequate B cell production. 

PI: Mayer 

Protocol: 03030-02 (VA project # 0052) 

Number of animals under Category E: 13 

The mice listed under Category E were subjected to chemical stimulation of the colon as 
described in protocol enti tiled “ Modulation of stress-induced pain res ponse in mice” (VA 
project # 0052). The end point of the chemical stimulation of the colon is significant pain 



and discomfort that cannot be alleviated by analgesic since the aim of the study is to 
investigate pain behavior. 

PI: Pandol 
Protocols: 0111-42 
01008-02 

Number of animals under Category E: 40 

40 mice are listed under Category E for Protocols #011 1-042 and # 01008-02. In the 
mouse model of experimental pancreatitis (#0111-042), high doses of cerulein (an 
analogue of CCK), given as intraperitoneal ourly injections, cause acute pancreatitis. In 
Protocol # 01008-02 the animals receive either intraperitoneal injections of cerulein or 
vehicle every hour for 7 hours. 
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ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


(TYPE OR PRINT) 


1. CERTIFICATE NUMBER: Qgif^_0031 
CUSTOMER WUM&efc: 1698 



Sun Health Research Institute 

10515 W. Sante Fe Dr. 


Sun City, A Z 85351 


Telephone: (623) -876 

■5328 


i. REPORTING PaCIUTY ( LJsi at] Iocs lions where animate were housed or used in actual research, tasting, or eipertonomAtlofl, or held for these purposes, Atach addlttaial sheets H necessary ) 


FACILITY LOCATIONS { Sttea ) - Se« Aiaehed Listing 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY i Attach addffienal sheets, If nacess^rw or use APHIS Form 7023A \ 



9, Nyrnfefef gf. &r>imaf I CL Nufftber of 


&©lng t>r*d,. 
ccjfidiHortdd, or 
held ter vm in 
leaching, testing, 


surgery out n« yu 
uaed for such 


animate upon 
whfen teaching, 
research. 
axp©ftment6s or 
tests were 
conducted 

Involving no pain, 

tUsVess, or use c r 

palnnsffeyvfng 

drugs. 


D . Numbor erl upon 

whicYi espeTinvenfa, 
teaching, research, 
eutgsry. en teste 
ccndufited involving 
accompanying pain or 
distress to the animals an 
for whk^ appropriate 
anesihetic, analgesic, or 
rrenqullizlng drugs wefts 
used. 


£* Number or animate upon which teaching, exixsrimente, 
rfeaeareh, surgery or teste were conducted involving 
accompanying ppln pr distress to (ho animals end for wh 
the use of appropriate anesthetic, analgesic, or tranquil® 
drugs would hetkt ed^gtsdy effected the procedures, res 
cvInterpretaGonioftiie teaching, reseansh, experiments, 
surgery, or teats'. ( An explanation of me procedure* 
producing pain distress In these &ftlrngts and me refisd 
sufch drugs were net u&sri must b© attached Id this reOOfl 


TOTAL NUMSER 
'OF ANIMALS 

( COLUMNS 
C+D+E) 



ASSURANCE STATgMgWTS | 


1) Professionally acceptable etnndsids governing (he tare,: treatment, and uso of animals, Including appropriate use of anesiBUe, analgesic, end Iranqulllzlns drugs, prior lo, during, and following actual r*s» 
teaching, lesllng, surgery, or experimentation were followed by this research facility. 

2) Sech principal Investigator hm considered altemaUvm lo painful procedures, 

3) This facility is sphering lo iho standards and ragulullonsiunder the Aa, and It has required lhat exceptions lo Iho standards and regul»tlor|s b* specified and explained by ihe principal Investigator and ape 
Institutional Animal Caro ant) Una Committee fiACUC), A summary of all such exceptions Is attached fa this annual report. In addition 10 Identifying Ihe lACUOapproved exceptions. Iho summary In 
brief explanation of iha sxcspilona, a® well as me spew* and number of animals afieaed. 

■J) Tha attending ueterlnarian for this nueareh faculty has appropriate authority lo ensure the provision of adequate veterinary rare and lo oversee Ihe adequacy of other aspects of enlma I care and use. 
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UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

Ft 2004 

CONTINUATION SHEET FOR ANNUAL 
REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 


1, 

REGISTRATION NO. 

FORM APPROVED 

2. 

51-F-016 CusL ID 441 

OMB NO. 0549-0036 


3. HEADQUARTERS RESEARCH FACILITY (Namo rad Addrem, 

u regtuorwf with USD A. Include zip code) 


National Institutes or Health 
Depot}' Director for Intramural Research 
31 Center Drive, Bldg 31, Room B1C37, MSC 2252 
Bethesda ,MD 20892 


Sport of animals used by or under control of research facility <a^ it^my^Apms pom 

7023A) 

A. 

Animals Covered 

By The Animal 
Welfare Regulations 

12*/OR13 OTTOS, 

CLiat by Special 
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.auirtula belag 
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eojwJISionetJ, er* 
held for quo in 
leimMngl WuftiQg, 
rapniiuumte, 
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jfurgtryltmt not 
y «1 bbm) 1 for itfds 
gurpeiwa* 

C. Number of 

BBlmsb upoa 
wbleh t£S£iiint|| 
means ti, 
eat^iinwmU or 
tfifGt W81D 
conducted 
Involving bio 
pain, dlxtmjs or 
«oe of paiiv 
relieving drufife. 

D. Karakr of uni rival! tspofl 
wAddb ocpeHnseHUi, 
touching^ mtfircfc, 
answer tes£fl wer® 
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ficconapftoyiBg pain or 
d litre** to the « trims In 
end for which appropriate 
anesthetic, tmilg&k or 
(ranqBUIxiiif drn^ were 
Hied. 

®» Numtof of aalffifib bjwp which leaching, 
escparl merits, wyuarefc, lurgery or 'mm were 
conducted Involving a ceomp allying pais or distrain 
to (he animals and for width (be bjb of appropriate 
Bmartbedfi. BDMlifwJc, «»r trasqnllkdag drug 9 would 

have adverse^ affected the procedure*, mv leu, or 

ifttappiwiiillon orilta UMsdnlog, r«»s»«xb, 
cifwnmpratfi, *org«ry or t«st*4, (an cap Jane don of 

(bo pftKedafCS prudsdlRg pain or rftttrcsi In Cbeec 
anluslt and the reaioni rach drop were nol osed 
«Wt t hi 8 ttss.h««f'to thia re?iort-} 

F. 

TOTAL NO, 

or animals 

(Cah. C + 
B*E) 

12. Goose 

0 

0 


0 

0 

Duck 


0 

0 

0 

0 

13, GerblL 

. 8 

0 

■ 

0 


Ferrets 

UBI 


MSKBiHI 

0 

0 

iMIQSZiESSBHi 

SHEHMI 

0 

227 

n 

238 

|KjPBTI3HB 

rnium 

16 

2296 


312 

Pigeons 

0 

8 

0 

0 

8 

Frogs 

0 


mBHHEBHHI 

0 




0 

HHMEHBSMi 

0 

WEBESMi 

DKTJi 

0 

0 

HHIEBHMi 

0 

95 


9 

0 

| El 

0 


f Mink 

0 

85 

0 

0 

85 

MHQSiOHHi 

29 

0 

0 

0 

0 


1 ✓ 


0 

0 


f Chinchillas 

0 

0 

29 

0 

29 

ASSURANCE STATEMENTS 



1) XhoftealpnaJly icccpfdilB atineardi governing the cant. nraaunem Huduau of 3/iiiTieli, iitcludviR ,p,m»pri«c uie of onettheilfl atid uenqulHxlng drasa prior to, during 

And following tctueJ roeinth, lemlung, [ratine. ffurgivy of experimentation were followed by this rcceareb ftnllhy, 


2) Each principal bvtatlSMor hu conalderel altemiiiva tn pninllil procedures. 


3) Tina finality li adhering to the xtandapd, and rrjruUrbri under tbs Act, and It has requred that exception, tn the BTtedirde and regulations be Specified end explained by (he 
principal Invcnlgatnr and approved by the Itirthuiiniml Animal Care and Uae Cbmminae (ACUC), A ,uet»ar 7 of ail loch ercepdotti tj attached to Uiii annual report. In 
edditton to tdemltyfcng t)ie 1ACUC approved exexptiona, Ilia lufnml/y include, • brief explanation of the exception* aa well <e the apeelea end number of inlmab ttfixud, 


4) Tho attending veterinarian for fob reaeercli CiciHty hu appropriate authority to enaura the preutabn of adequate veterinary cere and to oventeo the adequacy or other 
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Column E Explanation 


Registration Number: 84~R»0040 

Number of animals used in this study: 23 

Species of animal in! this study: Dog 

Explanation of the procedure producing pain and/or distress: 

A long lasting analgesic to be used in dogs is tested for efficacy using a surgical model 
Female dogs received an ovariohysterectomy (spay). Surgeries were performed under 
general anesthetic. There are no alternatives to testing analgesics in the target animal It 
is common for client owned animals that undergo surgery in clinical practices not to 
receive analgesics. In one study, 52% of male veterinarians and 36% of female 
veterinarians did not routinely administer any type of analgesia pre or post operatively to 
ovariohysterectomy patients and 32 % of males and 24 % of females did not administer 
analgesia to animals undergoing abdominal surgery other than ovariohysterectomy. In 
this study dogs that underwent abdominal surgery were placed in one of four groups. One 
group of animals received carprofen (a common post operative analgesic) according to 
package directions starting immediately prior to surgery. Two groups of dogs were given 
the test article (a novel analgesic) immediately prior to surgery. Each group received a 
different dose of test article. It is necessary to include a control group that did not receive 
any analgesics to establish the efficacy of the novel analgesic. If there was a failure to 
differentiate between treated groups, it could be attributed to a true lack of difference 
between treatments, or an insensitivity of the pain assessment scales. The inclusion of 
untreated controls will help differentiate any effects seen in the animals. All animals 
were evaluated frequently for pain levels, both by physical exams and by video 
monitoring. Any animal that may have received a pain score above acceptable level 
would receive morphine to alleviate the pain. This was done regardless of which group 
the animal was in. 
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November 22, 20d3 


Elizabeth Goldentyer, DVM 

UNITED STATES IDEPARTMENT OF AGRICULTURE 

Animal and Plan Health Inspection Service 

Regulatory Enforcement and Animal Care 

Eastern Region Office 

920 Main Campus Drive 

Suite 200 

Raleigh, NC 27606 


Dear Dr, Goldentyef: 

Listed below are comments to accompany the annual report of research facilities for site 
number 1. 


The environmental enrichment program has exceptions for social housing for nonhuman 
primates. Twenty-three rhesus monkeys are housed separately due to special study 
requirements for Icontrolling and monitoring food consumption as part of the research 
projects. Twenty cynomolgus monkeys were housed separately for brief periods {1-2 days) 
while participating in telemetric monitoring studies. All the animals are included in all the 
other aspects of the environmental enrichment program. The protocols with the exemption 
are approved by the 1ACUC and reviewed during the semi-annual program review. 

One exception to the canine exercise program is to be reported and involved eight animals. 

It Involved the use of special canine metabolism cages for drug metabolism studies or urine 
collection studies.! The canine metabolism cages provide greater than 100%, but less than 
200% of requiredl space for exercise. The period of time in the cages vary with the test 
compound and study. ' Most of the studies lasted for 24 hours and the longest lasted for 42 
days. Positive human interaction Is greatly increased during this period. The protocols with 
the: exemption are approved by the 1ACUC and reviewed during the semi-annual program 
review. 

Listed below are comments to accompany the annual report of research facilities for site 
Number 2. 

A. Summaryiof exceptions to the regulations and standards: 

There were some! exemptions to the pair-housing requirement of our IACUC approved program 
for the psychological well-being of non-human primates. Most exemptions were for 
approximately two' weeks in duration. A total of five hundred and forty-four non-human primates 
were exempted from social housing for reasons which include: acclimation and health 
assessment during the beginning of the quarantine period, establishing suitable cage mates and 
preparing social caging. 
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University of Missouri-Columbia (43-R-048) 
Annual Report of Research Facility - Attachments 



Allton Blda. 

-lab: room 233, 234 


-animal housing facility: ASRC Units B, C, D, F, 
-labs: E142, N126, N152, N153, & N190 




-animal housing facility: 13, A222 ward, A227, A230-1, A253, A256, A266, A258, A273, B120C, B125, B208, B213, & B229 




-animal housing facility, 1st floor: rooms W2-23, W104, W1 17, and W102-W123 



-animal 


housing facility: rooms 106, 108,1112, 114, 116, 110, 124, 221 A, 22SA, 226,228,230, 


233A, 233B, 311,312, 313,329, 


331,334 

-labs: 104, 203, 209, 229, 306, 309, 310,311, 312,313,314, 322, 325, 326, 328 


Engineering Bldg 
-animal housing: room C2204 



-animal housing facility: rooms 1-26 


-animal housing; rooms. 2, 3, 5, 9, 19, 21, 24, 27, 28A, 28B, 28C, 28D, 28E, 29A, 29B, 29C, 206, 
-labs: 113,208,209,214 


-centralized animal care facility, 1stfloorl(including experimental surgery) - animal housing rooms: A101-A164 
-labs: rooms M332, M401, M420, M423.IM463, M514, M648, N422, N507, NE305, NE306, NW300, and NW303 


y 4d'.«lr:§h Emit 

-animal housing and use: Equine Center, Therlogenology Bldg,, paddocks 
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FACILITY LOCATIONS (Stint 




l). PraloaiieABlty oceaeiacia standard! govwning (ft* am. Iiulmsnl, Mid « ol antoula, Including approriaia ins ol arwalhatlc, analgsWc. and Iranquiuring drugs, prior to. during 
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4) , Tut al lending vaierlnarlan lor mis rasaanth lecUlty has otiprtjprlale uuflinrlty 10 anaura tbit prtnlxion ol ad art unto merlnary cor* and to Mama lift® adequacy el einar npacis ol 

animal cam ana tree. 
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UNITED STATES DEPARTMENT Of ACUHCULTLIRZ 

ANIMAL AMD PLANT HEALTH INSPECTION SERVICE 

1. REQISTRATION Ha | 

93-V-004 I 

FORM APPROVED 

OMB NO 0579-0036 


2. HEADQUARTERS RESEARCH FACILITY (Name and Mdrott. at rogfiforod with USD*. | 

tndut* a &p Code) 1 

ANNUAL REPORT OF RESEARCH FACILITY 
(TYPE OR PRINT ) 

Department of Veterans Affairs 
810 Vermont Avenue, NW 
Washington. DC 20420 



3. HfiPOHTING FACILfTV (Lull ell local iomt where unimali, were housed or used in oeluol rewoith, Itsling, leaching, or expeiimaiilalnii, or held lor Ihme purposes, At loch adiinloitel 
shewn II noeeswry.) 


FACILfTV LOCATIONS fSrfesJ 


San Diego, CA 92161 


REPORT OF ANIMALS USED BY OB UNDER CONTROL OF RESEARCH FACILITY (Much ed/dffu>ji»l shoofi if noeBMery or use A PHIS FORM /023AJ 


Anlmait Covered 
By The Animal 
wellere Regulations 


fi. Number a I 
Sjmmels bakrvg 

bred, 

candii toned, or i 
hold fcjr U &0 in ! 
taachirng, I piling, j 

eMparOTtoniS, 

rmwarch. Or 
surgery but not 
yet u*©o ftuch j 


G Nurnb&f fll 
animats upon 
which ie«chif>g, 
rematch! 
e»pafim®nts, ca 

uww wore 
carrdUGled 
involving no 
pain, diet rem, or 

use pi pairs- 


^uinbtwr oi iini(ful% Uppn 
WMtift aspsrlmenia, 
teaching, rewsaffih, 
■surgery, w (e^iS we?<* 
c<OTdoc(«d invulwiitg 
wc^ftpjsaiymyi p^ln or 
dl*nm$ to the animate 

and lor which appro^rlule 




E. Number b! Diilmnls upon which leeching, 
experiments, research surgery or tests were 
cortduclsd Involving accompanylitg pain or dfalresa 
lo [he animals end lor which Itie use of appropriate 
anesthetic, analgesic, or Iranquiflalng drugs would 
hove adversely effected the procedures, resulls, or 
lelerprelellon of the leeching. renDarcfi, 
experiments, surgery, or tests- I An explanation of 
the procedures producirtg pain or di shore In thoio 
mnimtlt end rne mason* such drupe were not treed 
ittuef /her if/sidwd ki till s iWMiii/, 


(COl*. C r 
0 ♦ E) 



AS5URANCE STATEMENTS .. 


1) Prolessionally aeecpiablt standards governing Ihe core, treatment, mul use ol animals, including approrlule use ol anesthelle. analgesic. and iranquOUIng drugs, prior is, during, 
end tallowing actual research, teaching. lending, surgery, or experimental Ion were lodcwod by (his research larillliy. 


2) , Fucli principal Invotfllgaioi Has considered aileron I iviM 10 poliuiii procedures. 

3) , This lucidly i» uddurmu io me standards and regulations under ihe Aw, and li has required that Dacepilons 10 Ihe standards and reguiailons he specillud and explained try ihn 

iinmapal investigator and approved by ihe Inafifiillooal Animal Care aiul Use Cummluee (lAGUCl A summary ol all such exception* la attached to Ihi* annual report. III 
ad dll ion io Hldhlllyuiu (He lACUC-upproVMl exceptions, this summary Includes u Oriel Etapliuulion ol Hie axcepiloos, us well os Ihe species and number ol animals aliened 


4| Tim aiiniHlma ueiorinailan lor this rowumih luoiiny lias upprciprialo authority lo Birnura Ihu provision ol adeguulo volerlnary cure and |o oversee Ihe odnqiiany ol niher OttpoCIS or 
ImhhOl Ui»C| tltttt- 
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■ UNITH1 STATES 3EPAHTUENT OF AGRICULTURE ’ 1 

imsMAt, ano Rant health inaction service 

1. REGItSTRATtON HO. CUSTOMER NO. 

74-R-OM9 1503 

FORM APPROVED 

OMB HOtQS^WU 

Ym 

ANNUAL REPORT OF RESEARCH FACILITY 
(TYPE OR PRINT) 

2. HS40QUAK1 Lkn RESEARCH FACILITT /Name and Address, mi reo&fared mat u$ 15 a 

toumzfrcodaj 

ST11LMEADOW INC 

128S2 PARK ONE DR 

j SUGAR LAND, TX 77470 

1 

X REPORTING facility (Lift! fill locations w? w» anlmalA tt/sfins housed or used m aoajsJ rasaarefi 
■hwts ft nBcaawuv.) 

tmtliig, latching, of wmerlmaMitian, or paid liar Ihese purposes. attach additional 

■ 


sitei , 

SUGAR LAND, TX 774.78 


PACBJTY U3CATBNBf«it»»|) 


K 

Animal* Ccwwid 
?h# Animal 

Wafter® ftaguterfiofis 

B. Number gf 
anlnrwla Mno 
brad, 

eandMonad, or 
hsld torus# In 
teaching, luting, 
sspartmenla. 
researat, or 
surgery Bui not 
ye) uMd for such 
purposes. 

P. Numiwof 
animals upen 
wfto tRsshlng, 
rmmr&i, 
&tp*lm6nra, er 
las^te^rs 
const^BU 
InvoMne po 
petti, Gtstraas, oar 
um of palrv- 
Slaving drugs, 

0. Numbarof animals upon 
nblm uborlmanta, 
(noting, rues reft, 
surgoty, or usso ware 
conducted Involving 
accompanying pain or 
dtsossi to tna tnlnvsla 
and for ultiot appropriate 
anaameoe, sruigaiic, or 
mnoutlfcdng dtugs wore 
used. 

E, Number of animals upon vinlch teaching, 
aspertmaras, resnaroi, surgery or ams ware 
conduced Involving accompanying p*n tf distress 
fa eta anlntaia and for which the uaa of approprlata 
ana«(Hatle.i»«»goislc. ertrenauHlitna drugs would 
fwv« adversely atfacMd tna prosadurea, Canute, or 
Interpretation of me asserting, research, 

*di«litwit3. aurgary, or teal*. fAn ejgdanaebn of 
Ota procoowa* pmeuetig pain or aumu m Dmm 
*n*nali ana ms maaana such avga ware r*tr used 

rma) tn asaenea to Mtrvpanj 

TT 

TOTAL NO. 
OF ANIMALS 

JCofo. C * 
0»£) 

4. Dogs 

150 

831 

a 

24 


563 

■S. Cats 

49 

15S 


24 


179 

6. Guinea Ptss 


541 


29 

J 

570 



88 


20 

H 

100 

8. Rabbits 


1200 


140 

■ 

— 






■ 

■ 

IQ, Ste’ep 







11. Pigs 












. j 


HO 1303 


2 

11 


13 
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: ASSURANCE STATUmm j 




«“!«<• !«—*. M*. ashdutitang orugi, poor a 

2) £*Ch prinriDHl inwougator fill enmuflared artsrnatlvas to painful pnxeduru. 

3) ** M 11 h ^5 u ‘ n * 3 »« ««**»* » «»na«nh and regulations be spedflerf *4 asplslnsd by tn 
p 2!95 4 .?I?^HP r “ mI Wnnroti by tha mmnuJlonal Anbn*l Com and Uwi Cemmtttaa (Isiajq, a aunmary of ill On taaaMam In attached to fill* anmrai rintm in 
mWan to Identifying me lACUOaepwrt wtMtmom this summary Indudes a Mat i aptaoUtm of t hi ucseJam, as wriwfoSspeeles and numo®* of mimvi^Kba. 
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j 

NAME & TITLE OF C.E.O. OR INSTITUTIONAL 1 g'f nc'JJJ fr w orkrlnt) 
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Justification for response in "E" 


nHRboqz 
I Sl'f 


*\ Birds were trapped and fitted with an external radio transmitter and 
released 


* * Animals are killed by Lhe AVMA-r approved method of spinal section and 
pithing. . 

during 7 ^ 51 ^^ 17 6xperience some distress during capture, and momentary pain 
the killing procedure 


DEC 1 2003 



;'1. Registration Number 74-R-0049 / 1503 
1 2/3. Species (common nam'e) & Number of animals used in this study: 

I 

j Dogs (24) Cats (24) 

! Guinea Pigs (29) Rabbits (140) 

i ■ ' 

i 4. Explain the procedure producing pain and/or distress. 

j The pain or distress in dogs iin Column E was due to flea allergy dermatitis. These dogs were not treated with anesthetics 

: or analgesics because the particular tests being conducted were efficacy teste of drugs designed to prevent or reduce 

; symptoms of flea allergy] dermatitis. Efficacy of these drugs can only be determined if the animals ana infested with fleas 

i and exhibit flea allergy dermatitis. The cate referenced in Column E were animals used as flea hosts. It is assumed 

: they suffer stress and discomfort from the flea infestation. Whan toxicity and/or irritation studies are done on rabbits, test 

j material Is either dropped into one eye of the rabbit or it is applied to the skin. When this dosing to the eye occurs, the 

' animals occasionally squeal! and It Is assumed that they squeal In pain or distress. Guinea pigs are restrained 
temporarily during and after administration of toe test material in sensitization studies. They find the restraint si 
in the case of dermal toxicity tests, cage-side observations Include evaluation of the central nervous system, somamotor 


; 5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to determine 
| that pain and/or distress relief would interfere with test results. (For Federally mandated testing, see Item 6 below) 

Most studies are federally mandated. However, we sometimes conduct screens to determine if further testing Is 
necessary.- When doing these screens, observations are made to the treated areas on rabbits, looking for signs of 
irritation (usually redness or swelling) that may have been caused by toe test material. We do not always use anesthetics 
because we may not be able to distinguish between discoloration caused by toe test material and discoloration possibly 
caused by an anesthetic. 

i 6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal Regulations (CFR) title 
i number and the specific section number (e.g., APHIS, 9 CFR 1 1 3.102): 

; Agency: USEPA Health Effefcts Test Guidelines, Office of CFR: 

Prevention, Pesticides and Toxic Substances, OPPTS 
870-1200, Acute Dermal Toxicity, OPPTS 870.2400, Acute 
j Eye Irritation, OPPTS 870-2500, Acute Dermal Irritation, 
i OPPTS 870-2600, Guinea Pig Sensitization 


! Approval Status: 
j Approved/D isapprowod 8y: 
| Data: 

/ 

| Dfsapproyad Reason: 
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Schering-Plough Research Inst. 

2015 Galloping Hill Road 
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UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 


REPORTING FAGIUTY ( list all locations where animals were helmed or used in aaual research, testing, or tDs&oimsrnaUon, or held for these purposes. Attach additional sheets If oeoesaary ) 


FACILITY LOCATIONS { SR©5 ) « Sets ASacried Listing 


IEPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY f Attach additional sheets If necaasarv or us© APHIS Form 7023A \ 


Animals Cevsred 

By Tha Anitra) 
WaSf»r» RaguU&ona 

B„ Number erf - 
animals balng 
bred, cQRdute/iad, 
or held for use in 
teaching, testing, 
experiments, 
research, or 
surgery put not ya 
used for such 
purposes. 

G. Number of 
animals upon 
i*hicfi leaching, 
res saren, 
ayparirngns. of 

conducfed 
involving no pain, 
distress, or use oi 
paln-reHevtno 
drnos. 

Dr, Number ef an irrals upon 

which nxpsrlmentB, 
teaching, research, 
surgery, or tesla were 
conducted involving 
accofr^anyteg pate or 
rilslrass lo teeanimgfo an 
for Milch appropriate 
anesthetic, analgesic, or 
■ (ranquilWnn drugs m 
used. 

E. Number of animals uptvt which leaching, experiments, 
research, sunjery or « 3 ta were conducted Involving 
sesorepanylnD P»ln or distress to (be animals and tor *h 
shs use of appropriate aneaWede, analgesic, or (rwtquillj 
dregs would have adversely -'Heeled the procedures, 
results, or InterpreLniori of the teaching, research, 
experiments, surgery, or tests. ( An explanation of the 
procedures producing pain or distress In these animals a 
the lessens such drugs were not used must be Mteahad 
Ms report ), 

F. 

TOTAL NUMBER 
OF ANIMALS 

(COLUMNS 

C+D4E) 

Doga 

0 

94 

151 

3 

248 

Cats 

0 

0 

27 

0 

27 

Guinea Plga 

0 

4381 

2435 

0 

6816 

Hamsters 


0 

no 

0 

110 

Rabbte 

0 

615 

352 

11 

978 

Non-fiuman Prtmaisa 

95 

470 

413 

8 

891 

Sheep 

0 

0 

0 

0 

0 

Pig& 

0 

0 

0 

0 

0 

Other Farm Animals 

0 

0 

0 

0 

0 







Other Animals 






Cerbils 

0 

48 

4272 

0 

4320 








i 






SSL) RANGE STATEMENTS 


1) PwfflMlerwny accoptsbl® sUHideftto sovewte'uig the cam, ffaft&twrt, and us® of animal®. Including ©ppraprlste w&e of anealsUc, anafgssic, and tranqulfefrig drugs, prior to. during, and foUQMrtno actual nws 

teaching, teailrng, aurgwy, er w®ro faltet^sri by tote reMureft facility. 

2) 6«ch principal lAvastl^alor has eorvldaratf aJt®rn«i|woa to painful prtw»dur&®. 

3} Thie fadllty la admiring to the standarxje and regulations under Act, and tt has required teat roateptiona to te@ siandanls and regulations be ap&ctfted and ewptelwa by trw> principal trwjRtfgiitor and ap 
lAtlltutiOfMri Animal Core End Uoe Corrffftitl®® (lAGUC), A summary of ail auoh oxcoptlana Is ate ached to thi® acmual report in addKJOft lo Identifying tfta (ACUC-apprsw* e«C«ptlon®, this Kimfflftiy iTK 
brief ©xclanalion of tha iwcmptlonfi, as wwil as tee specks and rumborof anlmsla affaded. 


41 Tha attending veterinarian for tela reseuarah facility ha® appropriate aumority to ©naura the pnavlsfori of adequate veterinary care and to emmm tea edisquiey of gtfvr aapscia of animal care and wa, 
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Cuatomter ID and Site Address: Site i 1 


ID: 191 

2000 Galloping Hill Rd 
Kenilworth, NJ 07033 
County: Union 


Telephone 

(908)293-4000 
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ID: 181 
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UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

1- REGISTRATION NO. 

74-V-0Q9 


• 1 Tp> I i 

1 2_ HEADQUARTERS RESEARCH FACILITY (Name and AtlbtesB, m r&gi&t&ted wJfh US^A 1 


Indmb Zip Code), 


ANNUAL REPORT OF RESEARCH FACILITY 

'Department of Veterans Affairs Central Office 1 

(TYPE OR PRINT) 

810 Vermorit Avenue, Hw 

1 


Washington* DC 20420 

| 

3- REPORTING FACILITY (Lisi all toca[lan& wnere ertimflils were housed or used internal rct#iN»idi, letihigy leashing, Or experimental wwi, tor field lor these purpose. Attach wldlUOfiDl 
sheets if fieceBsory-) | 


■ facility locations /sites) 


South Texas Veterans Health Care' System 
Audie L. Murphy Division 

72*00 Merton Minter Blvd. ~ 

San Antonio j TX 78284 


REPORT Of ANIMALS USED BVOR UNDER CONTROL OF fttSEAfiCH FACILITY (Atfaan jhMfrnnal shgefs il naemtarr'af use APHIS FOAM /Q!3A,J 


An 

Animals CQVQred 

Sy The Animal 

W®tl arc Regula lions 

8, Number of 1 

oninxals being 
bred, 

eonduteKiebd. or , 
held lot use #r> 
leaching, testing, 
experiments, 
research, or | 

• surgery bU! not 1 

yvl used lor such 
purposes. 

C Number ol 
animals upon, 
Which leaching, 
retftrwelL 
(jxpmmerils, or 
1CSIS were 
conducted . 
involving no 
pain, distress, or 
use of paln- 
rolicvlng drugs. 

Number ol m hola upon 
which. experiments, 
leaching, research, 
surgery, or (nsfa were 
conducted, involving 
ac&ampanylrvg- pain or 
dl*lr«*v 10 the animals 
onri lor which appropi-Loic 
aru? 5( ho lie, analgesic, or 
Wang ui tiding drugs were 
used 

EL Number oi ainlcrub upon whiuh uwerung, 
experiments 1 . research, surgery or tests wfttfft 
eonduclacl Involving accompanying pain or distress 
to the Dfilm'ais an»d to? which the use of appropriate 
anesthetic, analgesic, or w enquiring drugs would . 
Kuve adversely ,a Heeled (he procedur«w> resuMn, or 
ln|erprcl»!ion ol the leaching. research, 
experiments; surgery, or tests. (An u.Kplanfll/On af 
(ho pfocoduf&s tjr&duclny peln or d/straw in (he so 
animats and IhQ teaaons such drugs were not used 
must ba attached to thn t report). 

1 

F. 

TOTAL NQ p 

OF ANIMALs 

(Cola. C «■ 

O + E) 

4. Doq$ 






5. Cats 






6. Guinea Plqs 






7. Hamsters 



15 

! 60 

75 

6. Rabbits 



41 

I 

__y 

9, Non-human Primates 







10- Sheep 







1 1 , Pias 







1 2, Other Farm Animals 














13, Olher Animals 




- 



Rats 


198 

36 


397 

631 

Mice 


— 

4342 . 


9076 

18022 


llHMli 

■■m 






|~ASSUflANCE STATEMENTS . ! 

1), Proiasslonelly accepioble siondaras governlna mo cere, Ireolmenl:, and use ol animals, including approbate use of ancsttieik, analpciit, and Konquilirtno drupti, prior (o, during, 
and following aciunl reswren. laachlnq, lostingj suraery, or enparlmanlolion worn lollovmd by this research locllliy, ] 


2). Each principal InvesligOior has considered alternatives lb pdiiilul procedures. | 

3|, This Ibdlliy ifi adhering 10 I ho slondords and requlaitons under iruj AcL and il has required ihai exceptions 10 ihoaiandords and regulellons bo speeded and explained by the 
principal Invesiigaior end approved by the Insiiiuilono! Animal Care and Use Commliine (IaCUC), A summary ol »l) such exceptions lx attached to this annuel report, in 
eddlilon lo idcnlllying Iho lACUC-approvmd oxcepiions, ihla summary includes a brlel oxplanailah ol Ihe excapllon#, BE well as Ihe species and number ol animal# alleetod, 

r,| The oi tending valarlnarlan lor ihls research ioeiMly has appropriate auihorily lo ensure ihe provision ol adequate veierlnwy cure and lo oversee Ihe adequacy ol other aspcci: ol 
animal core and use. - 


CERTIFICATION BY 1IEADQUARTES RESEARCH FACILITY OFFICIAL 
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I cerllly ihal Ihe above is true, correct, and complete (7 U S-C. Section 2143), 
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Thib f,y L»wm ,JL,L <£t ’i'ji f+iimt; li, rrfpuH -Wl.piNJmy ll) H«C Lmj. e£*L { i 

result m jn aider to ctiflie and uijjii*! ar«<i in be ift penallie'j ini provided iar in Section <MSQ ** 


St x t'evertki b‘H>r ld» 
■additional m (urination 



2. H6A00UARTERS 

Me Iu(*g Zip Codoi 14-R-00C9, Cyst Id IflS 


{See, <*>W,Lci 


BOSTON UNIVERSITY MEDICAL SCHOOL 
80 E. CONCORD STREET 

BOSTON, MA m 18 'j - < ■ ■ 


3- Rjsf^ORTlNG Facility (List alt locations whefa animate were boused or used in aelu&i reso^ch, testing, teaching, or ^pmlmonlalkm, or held lot ibes© purposes, AUacn additional 
sheets II necessary.) 


FACILITY LOCATIONS /Sifes) 




REPORT OP ANIMALS USED 0V OR UNDER CONTROL Q? RESEARCH FACILITY (Aflac* iuJlaitioonl rttrtfl 1 1 n^cassurt or u*9 APHt$ FORM 7022A) 


Animals Cowered 
8y The Animal 
Welfare Regulations 


B, Number of 
animals being 
bred, 

conditioned, Ctf 

h«ld lor use in 
leaching, testing, 
experiments, 

research, or 
surgery bui *01 i 
yet used lor fiuehj 


C WumDar o» 
animals upon 
whtch leeching, 
research, 
expcrimertls* or 

($£(£ WOB 

conduct ccl 
involving no 
pain, distress, or 
usa a! pain* 

rvliiNwinrt dfirmi. 


Di Number ol ^-nimals upon 
, ■ which G« perl men Is, 
leachiufl, reaefirch, 
surgery, or i®sl$ were 
conducted involving 
iKCOmpAuylng pain or 

dtetreas io the animate 
and lor which appropriate 
Anttfiheiye, Analgetic, &t 
| tranquiJiring drugs were 


Number ol animate upon which teaching, 

experiments, research, surgery or tests ware 

conducted involving accompanying pain or distress 

to the animals and lor which the use ol appropriate 
anesthetic, analgesic, or iranqulu^ing drugs would 
haw© adversely a Heeled the procedures. results, or 
Interpolation of the teaching, research, 
experiments, surgery, or tarsus. /Art explanation oi 
ffte procodoras praduclnu pBln or tflsfross in these 
anime/s a«d f/t« reasons such drupi wc we not used 
muit 6w Alfached lo thla mpart). 


TOTAL NO. 
OP ANIMALS 



ASSURANCE STATEMENTS 


1 j Professionally acceptable standard* governing the care, Uaahmml, ortd use ol animate, including approrlate um ol anesthetic. analgesic, and tranquili/mg drugs, prior to. during, 
and tallowing actual research, IcOCNIng, tattling, surgery, Of fMperiiltenUKlon were l hi lowed by this research iacilMy. 

2) . Each principal hives light Of has vonwO*r*C OllornAlive* lo pamlul procedures. 

3) . This lucltity is adhering te the (Standards, and regulation* ondor (he Atil, lu<d if required that ©ncwpllcmt lo the standards and regulations Cme Specillfcd and e¥plair»®<l by The 

principal invesiiootof and approved by the Inhlhuikjruil Animal Car« and Committee (1ACUC). A tuimniAfy ol All such exceptions te AttachctS to IhUs annual report, in 
adORion to idenlifyhrg the IACUC-ap>pr»ve<3 rptcep lions, thit summary includes u Oriel nutpla nation ol the exceptions. AS wet! us the sp»«he% and number ol anhrwbi Ol)<ft’l«<I 

A) ffitf offBiidmg veterinanAM lor thi* research lACtl'ty ftps upinUpnoiA outharily to ensoie the ptotmian of adequate velermary Cine imd to ow«rse® lh« adequacy ol other aspect* of 
animal cAre i oM. 


CERTIFICATION BY IIKAOQUARTES RESEARCH EACtUTY OFFICIAL 
(Chief Kiacullve Officer or Legally Responsible Inslifulional OITicial) 

I cvMily i hat the above is bn«. IJOr/ecl. and cumplufe 17 U S C Sm'linn 2143) 


•4TURE OF C-£0. OR INSTITUTIONAL OFFICIAL 


Name & TITLE OF c.e.0, OR INSTITUTIONAL OFFICIAL (Type V* Print) 



f'/v-f/ot 


APHIS FORM 7023 
(AUG 91) 


(Replaces VS FORM 18-23 (OCT 88), whiefi is oBsoiole ) 





























TTaj (i-vion he teouavd By law d USC *»*#) Falluv* 10 -oeorl according Is lb* Mflutallon* con _ 
ro^eitl in *a cocjoi lO'Co^ooondooiioE w”" *° « fisiwjoci I© panajii** m pinsridad is* btSec!!srt2 


Sot. revert* aid* ter 

additional Intormaliea. 


urCTEO STATES OEt>AttfM£KT Of A0R1CULTURI! 
ANIMAL AJW PLANT HTM.1H tHSPCCDOH SDOtflCT 


annual report of research faciutv 

(TYPE OR PRINT) 


1. flESISTflATtON NO. 


InjttfflgasftCf R$pcu| Con ilia) &o 
OtSO-CO^ftW 


— K-R-MBS, Gust W 814 

2. HEAD0UAH1 
fnctud*2>pC 

... GLAXO WELLCOME. INC. 
RVEMOOHEDR. 

RES EARCH TRIANGLE PA NC Z7709 



; a. BEPOiniNa FACILITV <UH all leuilMli write enibati mo hurt or u*rt to Kiuti iiwtft IwUhfl. i«*etUng, at anparlmenieiion, « ttaW lot Mas* pwposw- A»«jh rtdUIrtM 
I tAeeta n iwcananr.) 




Sites Drug Evaluation Lab, Cornwallis Road Sites Toxicology Animal 


Facility, Research Commons II 



purr** Ib. care, liulml. end to* el rtlmsl*. Including epfo-toli u*. , at enc.lv.llc, toXonle. **» .r*nqu»ianB pri» tedertno. 

©nd lollowiag eetunl i«B*rth. leeching, Irajlng. surgery. gr eaperiraeniaiian w*re laUowtd by mra nuenrch facility. 

2], Each principal lineal igalcr tun. antUfmcl nllefiutlMH le potnlul proertenn- 

2i This LacVInv to waging id lb* elendard* end n-gutniluns under lb* Act, fil'd II be* inquired that naceptlen* io ib* *l*ndo*d* end laquiJIlyii b* *pecl*l*d *ed **P*^di*d^tMb* 
KetSX «£ epp™*rt by .be liraldiillannl Animal Cere end Um Csmrt.le. (IACUO. A aumm.ry pi *« * u » h 
*ddlll» TOU#n%ino Ih* lACOC-opprovnd (wcaptlonp. Ihtt summery Include* e betel erttaiiulcn ol lb. e.cepllom. n well M Ih* W*h»* ** nuibBm ol OblnwH el'Kled- 

*). Tub allertmg **l«rmnno.i lor mi* insaaieh teallly ha* PtiinupiUla aulhwlly lo «n*ur* tho PfuvMinu of edrtuille v.lailnaiy car* nnd lo owrwa the odwwocy el olhar mfoct* eA 

Mums* wr« and ua*. 


CERTIFICATION BY IJKAUQUARTKS RESEARCH FACILITY OFFICIAL 
(ChUnf Executive Officer or Legally RoripoiMtble JndUluUonal Official) 

I aarl.lu Itvu. >>.il nKm«> Id* IrtlM UMt fimfvnbCbl M 17 U 5 C. SOCjhTYl rS? 1 


SIGNATURE Of CE-a OR INSTTTUTJONM. OPFIOM. 


APH55 FORM 702? 
(AUG 91) 


iR.,pi;,i.(.*1Va FORM lfl-23 lOCT bfi) rrnirj. is otKKilutu ) 




WAJ^E ft TITLE OS® C.E.O. Ofl iWST1TUTK3NAI» OFFICIAL (Tfixs or Pru\t) 

■^AOy-, 




























Proprietary Information 


USDA Registration Number 55-R-026 

Attachment to USDA Annual Report dated November 28, 2000 

Explanation of Animals Listed in Column E of this Report 

The 26 dogs listed in Column E for this reporting year are assigned to a study that 
involves transection of the cranial cruciate ligament The purpose of the study is to create 
an inflammatory disease model, which will be used to test new compounds developed for 
the treatment of osteoarthritis. Even though analgesics are administered immediately post 
operatively these will be discontinued within 24 hours after the surgery. Administering 
analgesics may interfere with the disease course because pain level changes are 
associated with neurological and endocrinological changes that affect the inflammatory 
process. Administration of test compound begins at 4-7 days post op with dogs being 
placed in a structured exercise program (pre-acclimated prior to surgery) at 7 days post 
op. 

The Veterinarians and LACTIC feel that these dogs potentially experienced “more than 
slight or momentary pain or distress”, as defined in ihe Animal Welfare Act. Even though 
additional analgesics are not provided, the dogs are monitored by the Veterinarian and the 
scientist for such clinical signs as weight loss, inappetance, inability or unwillingness to 
use the affected limb, etc. which would be indicative of a need to potentially euthanize a 
given dog. 



